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MEMORANDUM OPINION

Plaintiff, Barr Laboratories, Inc. ("Barr Labs" or "Barr"),
commenced this action against the Secretary of Health and Human
Servi ces (Tonmmy Thonpson), the Deputy Conm ssioner of Food and
Drugs (Lester Crawford), and the U S. Food and Drug
Adm nistration ("FDA")to enjoin the FDA fromrefusing to
recogni ze plaintiff's Abbreviated New Drug Application ("ANDA")
as finally approved on April 1, 1987, and as effective on August
20, 2002. In addition, plaintiff seeks to enjoin the agency from
taking any action to prevent Barr fromimedi ately marketing a
generic 10 ng tamoxifen citrate product ("tamnoxifen") under
Barr's ANDA No. 70-929. AstraZeneca Pharmaceuticals ("Astra")
intervened on behal f of federal defendants.

Wt hout objection fromthe parties, the Court consolidated
plaintiff's request for injunctive relief with the proceedi ngs on

the nerits in accordance with Fed. R G v.P.65(a)(2). Pending



before the Court are cross-notions for summary judgnent pursuant
to Fed. R G v.P. 56. Upon consideration of the parties' notions,
oppositions, replies and oral argunents, as well as the statutory
and case | aw governing the issues, and for the foll ow ng reasons,
the Court concludes that defendants' and intervenor's notions for

sunmmary judgnent are GRANTED and plaintiff's notion for summary

judgnment i s DENIED.

Background

Essentially, the Court is required to consider the |egal
effect of a letter issued by the FDA on April 1, 1987. Plaintiff
alleges that the letter contained a "final approval™ of its
application to market a generic version of the breast cancer drug
tamoxifen citrate on August 20, 2002. It clains that the FDA
vi ol ated the Federal Food, Drug and Cosnetic Act ("FDCA') and
acted arbitrarily, capriciously and in a manner otherw se
contrary to |l aw under the Adm nistrative Procedure Act ("APA") by
"converting" the FDA's 1987 final approval of its Abbreviated New
Drug Application into a "tentative" approval and preventing the
marketing of its 10ng tamoxifen citrate tablets before expiration
of AstraZeneca's newy acquired pedriatic exclusivity. Thus,
plaintiff challenges the validity of the FDA's decision to award
to Astra a six-nonth pediatric exclusivity extension for
tamoxifen.

Def endants contend that plaintiff never received "final"



approval of its application to market tamoxifen and that such
approval cannot becone effective until the conclusion of Astra's
pedi atric exclusivity provision. According to defendants, the
effective date of approval for each generic applicant was subject
to a period of delay pending the expiration of Astra's patent
protection. They maintain that, as of the date Astra received
its six-nmonth pediatric extension, no generic applicant's
approval had gone into effect. Semantic differences aside,
defendants claim plaintiff is on identical |egal and equitable
footing as its generic conpetitors, who nust wait until the
expiration of Astra's pediatric exclusivity before marketing

t heir products.

Statutory Scheme

| . Abbrevi ated New Druqg Approval

_ Prior to 1984, FDA approval of a new drug application was
granted without reference to intellectual property rights or
interests. Congress recogni zed that periods of market
exclusivity would provide val uable incentives for drug

manuf acturers to engage in the research and devel opnent of new
drugs. See HR Rep. No. 98-857, Pt. |, 98" Cong., 2d Sess. at
15, reprinted in 1984 U.S.C. C. A N 2647, 2648. Moreover, the

| egi sl ators understood that the goal of encouraging innovation
had to be bal anced agai nst that of pronoting conpetition. See

id. at 14. Wth the objective of addressing both concerns,



Congress passed the Drug Price Conpetition and Patent Term
Restoration Act, generally known as the Hatch-\Waxman Anmendnents,
in 1984.' The Hat ch-Waxman Anmendnments created a system for FDA
revi ew and approval of applications to market generic versions of
previ ously approved drugs. Specifically, Hatch-Waxman eli m nated
the requirenment that conpani es seeking to market a generic drug
duplicate human clinical tests and established, in its place, the
" ANDA" process.

Under the Federal Food, Drug and Cosnetic Act, a conpany
seeking to market a drug that has never been approved in the
United States nust submit a New Drug Application ("NDA") to the
FDA. Under the Hatch-Waxman Amendnents, a conpany may obtain FDA
approval to market a generic version of a previously approved
drug by submtting an ANDA denonstrating, inter alia, that the
generic version of the drug is the sane as ("bioequivalent" to)

t he NDA- approved version of the drug.?

The FDCA requires an ANDA applicant seeking approval of a
generic drug to reference the specific listed drug that it
intends to duplicate. See 21 U S.C. 8 355(j)(2)(A). "Listed
drugs" are new drug products that have been approved under the
FDCA for safety and effectiveness and that have not been

wi thdrawn from sale for reasons of safety and effectiveness. See

' Congress added these provisions to the FDCA via Pub.L. No.
98-417, 98 Stat. 1585 (1985), codified at 21 U S.C. 8355(j).

? Bi oequi val ence neans that the generic drug delivers the
same anount of the active ingredient at the sane rate and extent
to the body as the innovator drug.
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21 CF.R 8§ 314.3(b). A "drug product” is a finished dosage form
that contains a drug substance generally in association with one
or nore ingredients. See id. A "drug product” is an "active
i ngredient that is intended to furnish pharmacol ogical activity
or other direct effect . . . but does not include internedi ates
used in the synthesis of such ingredient." Id.

The ANDA applicant nust also submt information to show that
"the route of adm nistration, the dosage form and the strength
of the new drug are the sane as those of the listed drug."” See
21 U.S.C. 8355(j)(2)(iii). The FDA has concluded that each
strength of a drug product is a separately |listed drug. See
e.g., Apotex, Inc. v. Shalala, 53 F. Supp. 2d 454, 456 (D.D.C.
1999), arfr'd, 1999 W 956686 (D.C. Cir. 1999).

Under the FDCA, an ANDA nust also contain a "certification"
Wi th respect to each patent that clains the pioneer drug or the
met hod of the drug's use. See 21 U.S.C. 8 355(j)(2)(A)(vii).
The certification nust state one of the follow ng:

(I') that the required patent information relating to such

pat ent has not been fil ed;

(I'l)that such patent has expired;

(') that the patent will expire on a particul ar date;

(I'V) that such patent is invalid or wll not be infringed

upon by the drug for which approval is being sought.

If certification is made under paragraphs | or Il indicating
that patent information pertaining to the drug or its use has not

been filed with the FDA or that the patent has expired, approval

of the ANDA may be made effective i Mmediately. See 21 U S.C §



355(j)(5)(B)(i). A certification pursuant to 21 U S.C. 8§
355(j)(2) (A (vii)(lll), or a "paragraph Ill certification,”
certifies that the ANDA applicant seeks approval to market a
product after expiration of the patents listed in the O ange
Book.® A paragraph IV certification requires that the ANDA
applicant give notice of the filing of the ANDA to the patent
owner and the ANDA hol der for the listed drug. The notice nust
include a detailed statenent of the |egal and factual bases for
the applicant's opinion that the patent is either invalid or wll
not be infringed. See 21 U S.C. 8 355(j)(2)(B); 21 CF.R 8

314. 95. The FDA may approve an ANDA with a paragraph |V
certification, and the approval may becone effective imediately,
despite the unexpired patent, unless an action for patent
infringement is brought against the ANDA applicant within 45 days
of the date on which the patent owner and the NDA hol der receive
notice of the paragraph IV certification. See 21 U S.C. 8§
355(j)(5)(B)(iii); 21 CF.R 8 314.107(f)(2). |If a patent action
is brought within 45 days of the notice, approval of the ANDA
wi Il not becone effective until at |east 30 nonths fromthe date
of receipt of notice unless a final decision is reached earlier
in the patent case or the patent court mandates a | onger or

shorter period. See 21 U S.C. 8 355(j)(5)(B)(iii).

’ The Orange Book |ists FDA-approved drug products with
t her apeuti c equi val ence eval uati ons.
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1. Pediatric Exclusivity Provision

In 1997, Congress anended the FDCA in order to provide
econom ¢ incentives for drug manufacturers to conduct pediatric
studies of drugs. The so-called "pediatric exclusivity"
provision, 21 U S.C. § 355(a), rewards drug manufacturers with a
si x-nmont h extension of pre-existing market protection in return
for conducting pediatric studies at the FDA's request. |If the
FDA makes a request and the NDA hol der satisfies that request's
requirenents, pediatric exclusivity provides for a six-nonth
delay in the effective date of pending ANDAs. See 21 U S.C. 8§
355a(c)(2)(A). Wen pediatric exclusivity is awarded, the
statute attaches six nonths to any exclusivity or patent

protection already in place for the drug in question.

Facts

Fol | ow ng the passage of the Hatch-Waxman Anmendnents in
1984, Congress directed the FDA to pronul gate necessary
regul ations through notice and conment rul emaki ng under the APA.
See Pub. L. No. 98-417, 98 Stat. 1585, at § 105(a)(1984). Until
such tinme as the FDA adopted final regul ations, Congress
aut hori zed the Agency to review and approve ANDAs under its then-
exi sting regul ations. I1d.

In 1985, the FDA's regul ations provided that the "date of
t he agency's approval letter is the date of approval of the

application.” 21 CF.R 8 314.105(a)(1985). The text of the



provi sion remai ned unchanged in 1987. 21 C. F. R
§ 314.105(a) (1987).

AstraZeneca holds the New Drug Application for tamoxifen
citrate and sells the product under the brand name of Noval dex®.
An affiliate of Astra holds United States patent No. 4,536,516
(the " '516 patent").*

On Decenber 19, 1985, plaintiff filed an ANDA seeki ng FDA
approval to market a generic copy of Astra's 10 ng tamoxifen
citrate tablet. Plaintiff's ANDA contained a paragraph |11
certification to Astra's 516" patent under 21 U . S.C. 8§
355(j)(2) (A (vii)(Ill), indicating that plaintiff did not intend
to begin marketing the product until the date of Astra's patent
expi ration.

On April 1, 1987, FDA issued a letter "approv(ing)" Barr
Labs' 10 ny. tamoxifen ANDA. The letter stated, in part:

We have conpl eted the review of this abbreviated
application and have concluded that the drug is safe
and effective for use as recommended in the submtted

| abeling. Accordingly, the application is approved;
however the effective date of approval is delayed until
August 20, 2002 pursuant to 21 U S.C. 355(j)(4)(B)
relating to patent rights.

Followi ng receipt of the FDA's letter, plaintiff's tamoxifen
product was listed in the agency publication Approved Drug
Products with Therapeutic Equivalence Evaluations W th an

approval date of April 1, 1987 and an effective date of August

20, 2002.

*For sinplicity, Astra will be referred to henceforth as the
NDA hol der and the owner of the '516 patent.
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On Septenber 16, 1987, plaintiff changed its paragraph |1
certification to a paragraph IV certification, indicating its
intent to challenge Astra's '516 patent. On Novenber 2, 1987, in
response to plaintiff's paragraph IV certification, Astra filed
suit against plaintiff, thereby triggering a 30-nonth stay of
approval of plaintiff's Abbreviated New Drug Application. On
March 15, 1990, the FDA sent plaintiff a letter indicating that
the 30-nonth stay of approval was due to expire on March 29, 1990
and that the effective date of its ANDA approval had been
nodi fied from August 20, 2002 to March 29, 1990. 1In a letter
dated March 20, 1990 plaintiff acknow edged recei pt of the FDA' s
letter nodifying the effective date of its ANDA and inforned the
Agency that its patent litigation was ongoi ng and woul d not be
resolved prior to the newy established effective date. On March
21, 1990 the FDA received a copy of a March 13, 1990 sti pul ation
by the parties in the patent litigation. The stipulation stated
that the 30-nonth approval stay woul d be extended until the date
of final judgnent in the patent case, but for no |onger than six
nmonths from March 25, 1990.

On July 10, 1989, the FDA proposed regul ations to inplenent
Hat ch- Waxman. See Abbrevi ated New Drug Application Regul ati ons,
54 Fed. Reg. 28872 (proposed July 10, 1989). The proposal
contai ned the follow ng suggested regul ati on:

FDA wi || approve an abbrevi ated new drug application and

send the applicant an approval letter if none of the reasons

. for refusing to approve the...application apply. The
date of the agency's approval Ietter is the date of approval

of the abbreviated new drug application. A new drug product
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approved under this paragraph may not be introduced .

into interstate conmerce until approval . . . is effective.
Odinarily, the effective date of approval will be stated in
t he approval letter.

In June of 1992, FDA's final regul ati ons becane effective.
See 57 Fed. Reg. 17950 (Apr. 28, 1992) (codified at 21 CF.R 8§
314). In contrast to the 1989 proposed regul ations, the final
provisions referred to "tentative" ANDA approval :

FDA wi || approve an abbrevi ated new drug application

and send the applicant an approval letter if none of the

reasons in 8§ 314.127 for refusing to approve the

abbrevi ated new drug application apply. The approval

becones effective on the date of the issuance of the

agency's approval letter unless the approval letter

provi des for a del ayed effective date. An approval

with a delayed effective date is tentative and does not

becone final until the effective date. A new drug

product approved under this paragraph may not be

i ntroduced or delivered for introduction into

interstate commerce until approval of the abbreviated

new drug application is effective. Odinarily, the

effective date of approval will be stated in the

approval letter.

57 Fed. Reg. 17950, 17989 (Apr. 28, 1992) (adopted 21 C. F.R
§ 314.105(d).

On April 7, 1993, plaintiff informed the FDA that it had
settled its patent litigation with Astra. Plaintiff withdrewits
paragraph IV certification to the '516 patent as part of the
settlement agreenment and submtted in its place a new paragraph
1l certification. This change reset the effective date for
plaintiff's marketing of tamoxifen to August 20, 2002, the date
corresponding to Astra's patent expiration. As part of the

patent litigation settlenment, plaintiff and Astra entered into a
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di stribution and supply agreenment, whereby plaintiff obtained the
right to market Astra's tamoxifen product under its name. Since
1993, therefore, plaintiff has been marketing a "generic"
tamoxifen product under its own | abel.

Since the 1993 settlenent, the validity and enforceability
of the '516 patent have been upheld tw ce by federal district
courts in two fully litigated cases involving other parties who
filed tamoxifen citrate ANDAs. |In the case of Zeneca Ltd. v.
Novopharm Ltd., 111 F.3d 144 (Fed Cr. 1997), the District Court
of Maryl and rejected Novopharmis claimof invalidity and the
Federal Circuit affirmed. |In Zeneca Ltd. v. Pharmachemie B.V.,
37 F. Supp. 2d 85 (D. Mass. 1999), the defendant simlarly
asserted that the '516 patent was invalid and unenforceabl e.
Following a trial, the District of Massachusetts ruled that the
'516 patent was valid, enforceable and infringed by Pharmachem e.
See Zeneca Ltd. v. Pharmachemie B.V., 37 F. Supp.2d 85 (D. Mass.
1999) .

In 1997, Congress passed the Food and Drug Adm nistration
Moder ni zati on Act ("FDAMA"), which included anong its terns
pedi atric exclusivity provisions. 21 U S.C. 8§ 355(a).

In a letter to the FDA dated Septenber 4, 1998, plaintiff
stated that:

On March 15, 1990, FDA granted tentative approval for Barr's

tanmoxi fen ANDA. Since Barr settled with ICl to avoid the

ri sk of reversal on appeal, Barr cannot obtain final

approval until the '516 patent is either defeated or

expires. Nevertheless, Barr stands ready and waiting for
the first opportunity to obtain final approval and to narket

11



its own generic version of tanoxifen. Thus, Barr has

"actively pursued" approval and has, in fact, received

tentative approval (enphasi s added).

On April 5, 2000, after determ ning that additional
pediatric information relating to tamoxifen citrate "may produce
heal th benefits in the pediatric population,” the FDA i ssued a
witten request asking Astra to undertake pediatric studies on
tamoxifen citrate pursuant to the pediatric exclusivity
provi si on.

On February 28, 2002, Astra filed a supplenment with the FDA
that included reports related to the requested pediatric studies
and asked the Agency for a pediatric exclusivity determ nation.
On May 16, 2002, FDA' s pediatric exclusivity board net with the
revi ewi ng division and concluded that Astra's studi es responded
adequately to the Agency's request, were conducted in accordance
wi th commonly accepted scientific principles, and were submtted
within the tinme frane contenplated by the FDA. Accordingly, the
FDA granted Astra six nonths of pediatric exclusivity. Astra's
exclusivity attached to the existing '516 patent and extended
Astra's right to sell tamoxifen citrate tablets fromthe origina
patent expiration date of August 20, 2002 to February 20, 2003.°

Since 1987, plaintiff has filed annual reports relating to

its ANDA. The FDA never advised plaintiff that it was not

>Begi nning in 1994, generic manufacturers in addition to
Barr filed ANDAs for tamoxifen citrate. These ANDAs have been
tentatively approved under the 1992 regul ati ons, and the FDA has
determ ned that they are subject to Astra's right to pediatric
exclusivity.

12



required to submt these reports. Since the issuance of the
FDA's April 1987 letter, plaintiff has supplenented its ANDA in
accordance with the instructions contained in the letter and
pursuant to Agency regul ations. The FDA accepted plaintiff's
suppl ements and periodically rem nded plaintiff to "conply with
the requirenents for an approved abbrevi ated new drug
application . "

Once an application is approved, the FDA can only w t hdraw
approval pursuant to 21 U.S.C. 8 355(e). The FDA has never
wi t hdrawn the approval of Barr's tamoxifen ANDA in accordance
with this regul ation.

On August 16, 2002, plaintiff wote to the FDA requesting
confirmation that it could begin nmarketing its generic tamoxifen
product on August 20, 2002. By l|letter dated Septenber 20, 2002,
the Agency rejected plaintiff's request, concluding that its ANDA
approval could not becone effective until after February 20,

2003, the date upon which Astra's exclusivity period is due to
expire.

On Septenber 23, 2002, plaintiff filed a notion with this
Court seeking injunctive relief and to enjoin the FDA from
refusing to recognize its ANDA as finally approved on April 1,
1987, and as effective as of August 20, 2002. In addition,
plaintiff sought to enjoin the Agency fromtaking any action to
prevent it fromimediately marketing its generic tamoxifen
citrate product. At a status conference held on Cctober 8, 2002,
the Court consolidated the trial on the nmerits with the hearing
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on the application for injunctive relief pursuant to Fed.R Civ.P.
65(a)(2).° At plaintiff's request, the Court directed that
plaintiff's nmotion for injunctive relief be converted into a
notion for sunmary judgnent and that the FDA and AstraZeneca file

cross-notions for summary judgnment under Fed. R G v. P. 56.

Standards of Review

|. Summary Judgnent

Summary judgnent shoul d be granted pursuant to Fed. R Cv.P.
56 only if the noving party has denonstrated that there is no
genui ne issue of material fact and that it is entitled to
judgnment as a matter of |aw. Celotex Corp. v. Catrett, 477 U.S.
317, 325, 106 S. O. 2548, 2553 (1986). When ruling upon a
nmotion for summary judgnment, the Court mnust view the evidence in
the Iight nost favorable to the nonnoving party. Matsushita
Elec. Indus. Co. v. Zenith Radio Corp., 475 U. S. 574, 587, 106 S.
Ct. 1348, 1356(1986); Bayer v. United States Dep't of Treasury,
956 F.2d 330, 333 (D.C. Cir. 1992). Likew se, when ruling on

cross-notions for summary judgnment, the court shall grant sunmary

Fed. R Civ.P. 65(a)(2) provides a neans of securing an
expedited decision on the nerits and permts a court to "order
the trial on the action on the nerits to be advanced and
consolidated with the hearing of the application.” Before the
Court can issue such an order, "the parties should normally
recei ve cl ear and unanbi guous notice [of the court's intent
consolidate the trial and the hearing] either before the hearing
commences or at a tinme which will still afford the parties a ful
opportunity to present their respective cases." University of
Texas v. Camenisch, 451 U. S. 390, 395, 101 S. C. 1830,
1834(1981)(citations omtted).
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judgnent only if one of the noving parties is entitled to
judgnment as a matter of |aw upon material facts that are not
genui nely di sputed. Rhoads v. McFerran, 517 F.2d 66, 67 (2d Cr
1975). The cross-notions pendi ng before the Court present no

genui ne disputes of material facts precluding sumary judgnent.

1. The Adm nistrative Procedure Act

The FDA's actions are subject to judicial review under the
Adm ni strative Procedure Act ("APA"). Under the APA, an agency's
actions will be upheld unless the reviewing court finds that the
choi ce made by the agency was "arbitrary, capricious, an abuse of
di scretion, or otherw se not in accordance with law.” 5 U S.C
8706(2)(A). Sultan Chemists, Inc. v. EPA, 281 F.3d. 73, 78-79 (3d
Cir. 2002). Agency action is defined as "the whole or part of an
agency rule, order, license, sanction, relief or the equivalent,
or denial thereof, or failure to act." 5. US. C § 551 (13). A
court nust “consider whether the decision was based on a
consideration of the relevant factors and whether there has been
a clear error of judgment.” Citizens to Preserve Overton Park,
Inc. v. Volpe, 401 U. S. 402, 416, 91 S. . 814, 823 (quoting 5
US. C8 706(2)(A)). Athough the inquiry into the facts is to be
searching and careful, the ultimate standard of reviewis a
narrow one. The arbitrary and capricious standard is highly
deferential, and the court is not enpowered to substitute its
judgrment for that of the agency. Id. The D.C. Circuit has noted
that the agency in question “nust be afforded the anmount of tine
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necessary to anal yze such questions so that it can reach
considered results in a final [decision] that will not be
arbitrary and capricious or an abuse of discretion.” Sierra Club

v. Thomas, 828 F.2d 783,798 (D.C. Cir. 1987).

Analysis

The central issue in this case is whether the 1987 approval
granted plaintiff's product constituted a "final" approval with a
specific effective marketing date. Plaintiff argues that it did
and, consequently, that the FDA violated the FDCA and acted
arbitrarily, capriciously and otherwi se contrary to | aw under the
APA by refusing to recognize the finality of the approval and by
"converting"” that final approval into a "tentative" approval on a
retroactive basis.

Plaintiff's argunent is based on four clains: (1) Plaintiff
had a "vested right" under the 1987 inplenenting regul ati ons of
the FDCA to begin marketing tamoxifen on August 20, 2002; (2) The
pedi atric exclusivity provisions of the FDAMA do not apply
retroactively to plaintiff's ANDA; (3) The FDA's "tentative
approval " regul ation cannot lawfully apply to plaintiff's ANDA;
and (4) The FDCA i ndependently prevents the FDA fromaltering the
"finally approved" status of plaintiff's drug application. The

Court will address each claimin turn.
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A Claiml: Ddthe FDA' s Approval Letter Gve Plaintiff a

"Vested Ri ght?"

Regul ations issued in 1985 governing the FDA' s approval of
drug applications provide, in relevant part:

The Food and Drug Administration will approve an application

and send the applicant an approval letter if none of the

reasons in 8314.125 for refusing to approve the application
apply. The date of the agency's approval letter is the date
of approval of the application.

21 C.F.R §314.105 (1985).

Plaintiff argues that, under the regulations in place in
1987, which reflected those pronulgated in 1985, the FDA's 1987
approval letter concluded the Agency's review of plaintiff's
tamoxifen ANDA and entitled plaintiff to begin marketing its
generic product on August 20, 2002. Plaintiff further contends
that, prior to 1992, an applicant who received an approval letter
could sinply launch its product on the del ayed effective date
descri bed therein. Conversely, under the "tentative" approval
reginme instituted in 1992, the applicant is expressly required to
file a final approval letter and is prohibited frommarketing its
product pending its receipt. Plaintiff asserts that this
tentative approval concept represented a nmjor regul atory change
that "fundanentally" altered the |legal |andscape. Pl.'s Mem
Supp. Summ J. at 12.

Plaintiff challenges the FDA's argunent that the 1992
i npl enenting regul ations nerely codified pre-existing policy.

According to plaintiff, the Agency's position runs directly
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contrary to the pre-1992 regul atory schene and the court-
sanctioned interpretation of that reginme. Plaintiff maintains
that the FDA continuously interpreted its pre-1992 regul ati ons as
provi ding that an application was "approved" on the date of the
agency's approval letter.

Plaintiff argues that, in light of the pre-1992 regul ati ons,
it would have been unliawrful for the FDA to adopt a "policy" under
whi ch an approval with a del ayed effective date was treated in
the sane manner as a tentative approval. Such a policy,
according to plaintiff, would have contradicted the FDA's then-
extant regulations in violation of the "well-settled rule that an
agency's failure to followits own regulations is fatal to the
deviant action." I1MS, PC v. Alvarez, 129 F.3d 618, 621 (D.C. Cir
1997).

In its statement of undisputed facts, plaintiff relies on
t he unpublished ruling of the New Jersey District Court in the
case of Chase Laboratories, Inc. v. Sullivan, No. 90-3428
(NHP) (D. N.J. Sep. 4, 1990). The case involved an August, 1990
letter issued by the FDA to Chase Labs rescinding a July, 1989
| etter granting approval to Chase's drug manufacturing
application. The District Court issued a witten order declaring
"null and void, and without force and effect of law, " the FDA's
second letter. The Court concluded that the FDA' s origina
|l etter contained a "final" drug application approval.

In addition to judicial precedent and prior agency action,
plaintiff |ooks to the FDA's actions in the present case to argue
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that applications filed prior to 1992 should be treated
differently than those filed under the present regine.
Specifically, it points to differences between the pre-1992 and
post-1992 approval letters. Wiile the latter referred explicitly
to "tentative" approval, the forner indicated that no further
agency action was required as a condition precedent to nmarketing.
Plaintiff avers that "the changes in the post-1992 approval
letters reflect the significant differences between a pre-1992
ANDA with a del ayed effective date and a 'tentatively' approved
application.” Pl.'"s Mem Supp. Summ J. at 17.

Finally, as further evidence that the FDA' s regul atory
schenme underwent fundanmental change in 1992, plaintiff points to
acconpanyi ng changes in the agency's Orange Book. Plaintiff
notes that the FDA included its product in the 7'" edition of the
Orange Book, listing an approval date as April 1, 1987 and an
effective date of August 20, 2002. It further notes that, after
the 1991 changes in the criteria for Orange Book |isting,
requiring that only applications with an effective approval would
be included, the FDA renoved plaintiff fromthe list. Had the
FDA al ways nai ntai ned that a del ayed effective date was
tantanount to "tentative" approval, argues plaintiff, the change
woul d have been unnecessary. Id. at 18.

In response to plaintiff's contention that the approval
granted in FDA's 1987 letter constituted "final" approval and

bestowed on plaintiff a "vested right," defendants argue that
plaintiff never had a legal right to bring its product to market
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on the specific effective date identified in the 1987 approval
letter. Defendants identify the central question as whether the
FDA properly determ ned that, because plaintiff's ANDA had been
approved with a del ayed effective date, and because the approval
had not yet becone effective when Astra was awarded pediatric
exclusivity, the earliest date that plaintiff's ANDA can be nade
effective is the date upon which Astra's exclusivity is due to
expire. Defs'. Mem Supp. Summ J. at 2.

The Court is persuaded by defendants' argunent that the 1987
approval letter specifically alluded to circunstances that coul d
"i nmpact upon" or "change" the "effective date of approval." In
addition, they maintain that, under the FDCA, only persons with
effective approvals are permitted to market their drugs. See 21
U S.C. 8355(a) ("No person shall introduce or deliver for
I ntroduction into interstate comrerce any new drug unl ess an
approval filed pursuant to subsection (b) or (j) is effective
with respect to such drug.) "Significant events" occurring prior
to the effective date can, and often nust, delay the effective
date of ANDA approvals.

I ndeed, the | egal consequences stemm ng fromregul ar ANDA
approval s are not conparable to those stemm ng from NDA approval s
or ANDA approvals wi thout delayed effective dates. Wile certain
benefits may flow even from ANDA approvals with del ayed effective
dates, they are in no sense tantanount to the benefits accruing
when NDAs or ANDAs are approved with inmedi ate effective dates.
"What ever rights or benefits Barr acquired as a result of FDA's
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1987 approval letter," defendants argue, "they certainly did not
include an inalterable vested legal right to go to market on
August 20, 2002 . . . " Defs.' Mem Supp. Summ J. at 5.

Def endant s expend consi derable effort distinguishing the
Chase case fromthe case at bar. They argue that the attenpted
resci ssion in Chase was based on new i nspectional findings that
called into question the validity of the bioavailability studies
that had been submitted in support of the ANDA. Wil e defendants
di sagree with the district court's ruling, they allege that even
the court in Chase did not find that the FDA had viol ated any of

plaintiff's "vested rights.” In this regard, defendants contend
that "...although the court found that Chase's approval was
"final' when the approval letter issued despite its del ayed
effective date, the court nonethel ess recogni zed that the
effective date itself was indefinite and subject to change..."
Id. at 7.

I nt ervenor AstraZeneca identifies the question in the
present case as "whether Barr's ANDA stood as finally approved in
the Spring of 2002, when AstraZeneca was awarded pediatric
exclusivity.” Int.'s Mem Supp. Summ J. at 9. Astra further
states that the question, which turns on the effect of
plaintiff's 1993 paragraph Il certification under then-existing
regul ati ons and the significance of the FDA's 1987 letter,"is
plainly a matter of agency procedures for which FDA is entitled
to great deference." Id. at 9. The intervenor argues that the
deference owed the FDA in the present case is "further heightened
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by the 'conplex and highly technical regulatory progran
involved." 1d. at 10, citing Thomas Jefferson Univ. v. Shalala,
512 U. S. 504, 512, 114 S. C. 2381, 2386 (1994).

Astra's argunent focuses to a significant degree on
plaintiff's 1993 paragraph |11 certification, which it clains
pl aces plaintiff's ANDA within the 1992 "tentative approval
regul ations."” Despite plaintiff's argunents to the contrary,
Astra clainms that, under FDA regulations, plaintiff's revised

patent registration is highly rel evant:

An applicant shall submt an anended certification by letter
or as an anendnent to a pending application or by letter to
an approved application. Once an amendnent or letter is
submtted, the application will no |l onger be considered to
contain the prior certification.
Int. Mem Supp. Summ J. at 10, citing 21 CF.R §
314.94(a) (12)(viii).
Astra alleges that, followng plaintiff's subm ssion of its
1993 paragraph Il certification, its ANDA was "no | onger
considered to contain the prior certification.” Int. Mem Supp.
Sunm J. at 10. In addition, it maintains that the FDA did not
abuse its discretion in finding that, "[g]iven that Barr's
current paragraph 11l certification was nade in 1993, Barr can no
| onger contend that its final approval predates and therefore
shoul d not be subject to the 1992 Final Rule." Int.s' Mem Supp.
Summ J. at 11, citing AR at 0005.

Astra further alleges that, under established agency policy,
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recertification under paragraph Ill has the effect of changing an
exi sting approval for even a finally approved ANDA to a tentative
approval. In March, 2002, as a result of a recertification under
paragraph 111, the FDA altered the status of Pharnmachem e and

Myl an's ANDA fromfinal to tentative approval and determn ned that

shoul d AstraZeneca submt studies that qualify for pediatric

exclusivity ... tentative approval status for Pharmacheni e
and Mylan will permt FDA to delay final approval of these
ANDAs contai ni ng paragraph 111 certifications until

expiration of the six-nonth exclusivity period .

Int.s' Mem Supp. Summ J. at 11, citing AR at 0216.

It is Astra's view that this policy, which plaintiff
concedes properly applies to Pharmachem e and Myl an, should apply
equally to plaintiff's ANDA. In essence, Astra argues that the
policy mandates an effective date of approval for all such ANDAs
no earlier than six nonths follow ng patent expiration.

Astra clainms that, regardless of the certification issue,
plaintiff's approval was in any case tentative. Simlarly to the
FDA, it argues that the 1987 "approval with del ayed effectiveness
date" issued by the agency was not a "final" approval because the
agency's pre-1992 practice was not substantially different from

the practice adopted in 1992. Astra maintains that "all of the
cont enpor aneous evi dence supports FDA, not Barr." Int.'s Mem
Supp. Summ J. at 12. Astra points to the fact that, when the
FDA adopted its 1992 regulations, it expressly stated that those
regul ations "clarified that an approval with del ayed effective

date is tentative and does not becone final until the effective
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date.” Int.s'" Mem Supp. Summ J. at 12, citing 57 Fed. Reg.
17950, 17967 (April 28, 1992). In addition, Astra enphasizes
that the text of the regulation itself declares that: "(a)n
approval with delayed effective date is tentative and does not
becone final until the effective date.” Int.s' Mem Supp. Summ J
at 12, citing 21 C.F.R § 314.105(d).

Based on the | anguage of the regul ations and the agency's
policy and practice, Astra contends that the evidence clearly
shows that the nodifications made in 1992 did not fundanentally
alter the nature of ANDA approvals. Astra notes that, at the
time the 1992 regul ati ons were adopted, the Agency interpreted
them as codifying and clarifying prior practice. It further
maintains that this interpretation is entitled to substanti al
deference and "nust be given 'controlling weight unless it is
plainly erroneous or inconsistent wth the regulation.'" Int.s
Mem Supp. Summ J. at 12, citing Thomas Jefferson Univ., 512
U S at 512.

As a final argunent, Astra clains that, in the period
follow ng inplenentation of the 1992 regul ations, plaintiff's own
representations indicated that it had received only a "tentative"
approval .

The di spute over whether the FDA' s 1987 approval letter
granted plaintiff any "vested right" presents no genui ne issue of
material fact. The parties do not disagree over the facts
surrounding the letter, but rather over the |egal neaning that
should attach to them \Vhile plaintiff and defendants dispute
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whet her the FDA' s actions were consistent with a "final" approval
and whether plaintiff's actions, on the other hand, were
consistent with a "tentative" approach, that disagreenent
distracts fromthe central issue. The precise question the Court
nmust address is whether the FDA's "approval" letter vested
plaintiff with an unqualified legal right to begin marketing
tamoxifen on a specific date.

Whet her plaintiff had a vested right to market tamoxifen on
August 20, 2002 under the FDCA' s inplenenting regulations is a
matter of statutory construction. 1In review ng an agency's
interpretation of a statute that it is charged with
adm ni stering, the Court nust be guided by the framework
established in the 1984 case of Chevron U.S.A. Inc v. NRDC. See
Natural Resources Defense Council, Inc. v. Browner, 57 F.3d 1122,
1125 (D.C. Gir. 1995). Under the Chevron two-step test, "[i]f
the intent of Congress is clear, that is the end of the matter;
for the court, as well as the agency, nmust give effect to the

unambi guousl y expressed i ntent of Congress." Chevron, 467 U. S.
837, 842-43, 104 S. C. 2778, 2781 (1984). "[I]f the statute is
silent or anbiguous with respect to the specific issue,

[ however,] the question for the court is whether the agency's
answer is based on a perm ssible construction of the statute.”
Id. at 843. A court does not reach this second step if,

"enploying traditional tools of statutory construction, [it]

ascertains that Congress had an intention on the precise question
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at issue . . . " If Congress had such an intention, that
intention is the law and nust be given effect. 1d. at 843 n.9.
While the term"approved” is not defined in the rel evant
statute, the U S. Court of Appeals for the District of Colunbia
has found that the termhad "at the tinme the Hatch-Wxnman
Amendnents were enacted, a precise and undi sputed neaning." Mead
Johnson Pharmaceutical Group, Mead Johnson & Co. v. Bowen, 838
F.2d. 1332, 1337 (D.C. Gr. 1998). By regulation, the FDA has
specified that the applicant "shall be notified in witing that
the application is approved and the application shall be approved
on the date of the notification.” 21 C.F.R 8314.105 (1981). The
FDA "approval " referenced in the regul ati ons, however, requires
merely that a drug be "safe and effective," not that no further
barriers remain in place delaying that drug's marketability.
Under the FDCA, a generic drug can only be approved for marketing
if it is the same as the innovator product in virtually al
particulars. See 21 U S.C. 8355(j)(2)(B)(4). As federa
def endant s note:
if, before the effective date of ANDA approval, FDA
approves material changes to the fornulation or |abeling of
t he i nnovat or product, the generic applicant nmust al so nake
such changes to its product . . . (T)here is nothing in
either the statute, the regulations, or FDA policy, that
permts or authorizes a drug manufacturer to bring to market
a drug that does not conply with all applicable .

requirenents.

Defs." Mem Supp. Summ J. at 11.

Danger ous consequences would flow fromthe application of
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the Chase rationale to cases in which an ANDA' s approval wll not
becone effective for a significant period of time follow ng the
FDA' s original letter. "Because application of the Chase
rationale in such cases would permt an ANDA approval to becone
ef fective under circunstances in which it no | onger neets the

statutory criteria for approval," allege defendants, "this case
vividly illustrates why an ANDA approval cannot and shoul d not be
considered 'final' until the approval takes effect."” 1Id.
Plaintiff's unqualified right theory would renove fromthe FDA' s
jurisdiction even the question whether plaintiff can |aunch its
drug without addressing the |abeling deficiencies identified by
the Agency. The Court is persuaded by intervenor's argunent that
"(i)t strains credulity to suppose that FDA woul d have i nt ended
to confer such an unqualified right to introduce a drug product
in the market 15 years in the future.” Int.'s Mem Supp. Summ J.
at 3.

Def endant s’ and intervenor's argunents outlined above are
supported by Agency practice. Wile the word "tentative" was
added to the FDCA regul ations after plaintiff's 1987 approval
letter, the Agency's argunent that this addition nerely codified
pre-existing policy warrants deference. The FDA s expl anati on
that the 1992 regul ati ons nmade explicit the policy followed since
t he passage of the Hatch-Waxman Anmendnents is buttressed by its
statenment in the preanble to the 1992 regul ations: "[t]he
regul ations clarified that an approval with a del ayed effective
date is tentative and does not becone final until the effective
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date." 57 Fed. Reg. at 17967.

Wil e the FDA did change the wording in its approval letters
and nodify the entries in the Orange Book, the changes between
1987 and 1992 do not anmount to "arbitrary" or "capricious”
treatment. That a federal agency tasked with approving drugs for
rel ease to the public should reserve the right to change the
mar ketability date in the event of intervening circunstances is
not arbitrary, but rational. Furthernore, because the word
"approval " was |eft undefined by Congress, the Agency's

interpretation should be afforded chevron deference.

B. daimll: Are the Pediatric Exclusivity Provisions of the

FDAMA | npernissibly Retroactive vis a vis Barr's ANDA?

The pediatric exclusivity provision of the FDCA provides, in
rel evant part:
if the drug is the subject of a listed patent . . . , the
period during which an application nmay not be approved under
section 355(c)(3) or section 355(j)([5])(B) of this title
shal | be extended by a period of six nonths after the date
t he patent expires (including any patent extensions).
21 U.S. C. 8355a(c)(2)(A); see also id. 8355a(c)(2)(B)(sane).
Plaintiff maintains that there are no circunstances under
which the FDA can lawfully apply the pediatric exclusivity
provisions to its ANDA. As the first premise for its argunment, it
clainms that the | anguage of the provisions thensel ves precl udes

their application to its product. Plaintiff alleges that,

because its ANDA was approved ten years before the pediatric
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provi sions were enacted, and twelve years before Astra submtted
its research, the statute is inapplicable to its drug approval.
Plaintiff points to the | anguage above and states that, by
referencing the period during which an application "may not be
approved, " Congress is clearly referring to applications that
have not yet received approval. Plaintiff also notes that the
FDA is required to notify applicants "on a forward-| ooking basis"
that their subm ssions and approvals "wi ||l be" subject to
pediatric exclusivity. 21 U S. C 8355(a)(f). The prospective

| anguage woul d be unnecessary, argues plaintiff, if Congress
nmeant to extend the effective date of all approved applications.
Pl.'"s Mm Supp. Summ J. at 20. Finally, plaintiff states that
the FDA is only pernmitted to delay "approval" of an ANDA for up
to ninety days while it determ nes whether pediatric studies are
eligible for exclusivity. 21 U S.C 8§ 355a(e). According to
plaintiff, the "obvious purpose"” of this provision is to prevent
unapproved ANDAs from bei ng approved while the FDA is conducti ng
its review of pediatric research. Pl.'s Mem Supp. Summ J. at
20. I n essence, plaintiff argues that the provisions in question
evi dence Congress' intent that pediatric exclusivity affect only
the effective approval dates of those ANDAs that had not
previously been approved. Plaintiff enphasizes that its
certification changes are legally irrelevant to decidi ng whet her
the FDA approved its application in 1987. It maintains that

i ntervenor Astra rests its certification argunent entirely on the

29



FDA's patent certification amendnent regulation, 21 C. F. R
8314.94(a)(12)(viii), and submts that this regulation has no
rel evance for the foll owi ng reasons.

First, plaintiff maintains that the regulation is irrel evant
because the FDA itself has noted that it has no inpact on an ANDA
and that it fulfills a purely adm nistrative, non-substantive,
"house- keepi ng" function. Pl.'s Sur-Reply Br. at 10, citing Mova
Pharm Corp. v. Shalala, 140 F.3d 1060, 1071 n. 13 (D.C. Cr.
1998) .

Second, plaintiff contends that the FDA did not rely on the
regul atory provision in question when rendering its
adm nistrative opinion in this case. (See ARO001-7). Because an
agency's action nmay only be upheld, if at all, on the basis
articulated by the agency itself, the regulation cannot |awfully
formthe basis for upholding the FDA' s decision. See, e.g., SEC
v. Chenery Corp., 318 U. S 80, 95, 63 S. C. 454, 462, Burlington
Truck Lines, Inc. v. United States, 371 U.S. 156, 168 (1962),
cited in Pl."s Sur-Reply Br. at 10.

Third, plaintiff argues that is has not only denonstrated
that the FDA does not interpret 8314.94(a)(12)(viii) as Astra
proposes, but it has also proven that the FDA cannot |awfully
adopt Astra's construction. The FDCA does not authorize the FDA
to wi thdraw ANDA approval absent conpliance wth the Hatch-\Waxman
Anmendnent s.

In addition, plaintiff argues that its 1993 patent
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certification is not necessarily relevant under the text of the
FDCA. Plaintiff maintains that Astra itself does not dispute that
the "only practical effect of Barr's 1993 patent certification
was to 'reset the effective date of Barr's ANDA to August 20,
2002.'" AstraZeneca's Undi sputed Material Facts at 1 (adopting
FDA's Undi sputed Material Facts at § 9), cited in Pl.'s Sur-Reply
Br. at 11.

Finally, plaintiff asserts that the FDA has a policy of
applying the "filing and approval criteria in effect at the tine
of subm ssion as the basis for approval of applications” filed
before the effective date of its 1992 regulations. Pl.'s Sur-
Reply Br. at 11, citing Serono Labs v. Shalala, 158 F.3d. 1313,
1322 (D.C. Cir. 1998). Plaintiff maintains that, because it did
not "re-submt" its entire ANDA, there is no statutory,
regul atory, or precedential basis to suggest that revising its
patent certification in 1993 revoked the agency's approval and
brought plaintiff under the FDA's 1992 "tentative" approval
schene.

Plaintiff chall enges defendants' contentions (1) that the
only approvals that are not affected by subsequent grants of
pediatric exclusivity are "final, effective approvals;"(2) that
"if pediatric exclusivity is granted before an approval of an
ANDA is effective, the earliest date on which the ANDA' s approval
can be made effective is 6 nonths after the patent expires;" and
(3) that "applications that do not have an effective approval as
of the grant of pediatric exclusivity nmust, if pediatric
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exclusivity is granted, have the effective date pushed back by
six nonths after the patent . . . expires.” Plaintiff observes
that the pediatric exclusivity provisions refer solely to
prospective approval applications and that the FDA cannot
"rewite statutes at will." Plaintiff further argues that, under
Chevron, an agency's interpretation is entitled to deference only
If the statute is anbiguous and its interpretation reasonabl e.
Plaintiff contends that, in the case at hand, the Agency has
Identified no anbiguity warranting the adoption of the its
"unreasonabl e" interpretation. Pl.'s Mem Supp. Summ J. at 22.
More fundanmental |y, because FDA s interpretation seeks to apply
the pediatric provisions to an ANDA approved prior to their
enactnent, its statutory interpretation is entitled to no
def erence whatsoever. Plaintiff cites Immigration and
Naturalization Serv. v. St. Cyr, stating that "(b)ecause a
statute that is anbiguous with respect to retroactive application
is construed under our precedent to be unanbi guously prospective

there is, for Chevron purposes, no anmbiguity in such a
statute for an agency to resolve." Immigration and Naturalization
Serv. v. St. Cyr , 533 U. S. 289, 320 n.45, 121 S. & 2271, 2290
n. 45 (2001).

Plaintiff argues that, even if the pediatric exclusivity
provi sions could be interpreted in the manner the FDA proposes,
they could not be applied to delay the effective date of its

ANDA. First, Congress gave no "l egislative expression”
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i ndi cating such an intent. Second, applying the pediatric
provisions to extend the effective date of Barr's previousl|y-
approved ANDA "woul d have an inperm ssible, retroactive effect

wi thin the neaning of Suprenme Court precedent."” Pl.'s Mem Supp.
Summ J. at 23. Plaintiff cites the presunption agai nst
retroactivity in Suprene Court jurisprudence and notes that this
presunption recogni zes the "unfairness of inposing new burdens on
persons after the fact." Landgraf v. USI Film Prod., 511 U.S.
244, 265, 114 S. C. 1483, 1496 (1994). Stating that courts nust
receive clear indications from Congress before finding that
statutes have retroactive effects, plaintiff notes that those
cases where the Suprene Court has found "truly retroactive”
effect "have involved statutory | anguage that was so clear it
could sustain only one interpretation.” Lindh v. Murphy, 521 U. S
320, 328 n.4, 117 S. C. 2059, 2064 n.4 (1997). Plaintiff

mai ntains that the relevant statute is conpletely devoid of

| anguage directing the FDA to apply the pediatric exclusivity
provi sions retroactively. The severe econoni c effects of inposing
an additional six-nonth delay to previously-approved ANDAs,
maintains plaintiff, "are sufficiently "retroactive' to require
Congress to clearly specify that the | aw be applied

retrospectively.” Pl.'"s Mem Supp. Summ J. at 17.

In addition to determ ning whet her Congress has indicated a
retroactive intent, plaintiff argues, courts nust seek to

det erm ne whet her application of the statutory provision would
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result in an inpermssible retroactive effect. See St. Cyr, 553
U S at 320. A statute has "retroactive effect” if it "attaches
new | egal consequences to events conpl eted before its enactnent”
or "takes away or inpairs vested rights acquired under existing

| aws. Landgraf, 511 U. S. at 269-70; see also St. Cyr, 553 U.S. at

320. Plaintiff nmaintains that in the present case :

it is without question that applying the 1997 pediatric
exclusivity statute to delay the effective date of Barr's

ASNDA woul d 'take away or inmpair' Barr's final ANDA
approval, including its vested right to begin marketing on
August 20, 202, and would '"attach new | egal consequences' to
events that have already been conpl et ed.

Pl."s Mem Supp. Summ J. at 25.

As di scussed above, plaintiff alleges that it had a "vested
right" to comence marketing on a specific date. Consequently,
it argues that applying the pediatric exclusivity provision to
its ANDA would "'take away or inpair'" its legal rights and

attach new | egal consequences to events conpl eted before [the

FDAMA' s] enactnent.'" 1d. at 25.

In response to plaintiff's retroactivity argunent,
defendants also cite the Landgraf case, which holds that a
statute does not operate retrospectively "nmerely because it is
applied in a case arising fromconduct antedating the statute's
enactnment." TLandgraf, 511 U.S. at 269. Under Landgraf, a
statute is considered to have retroactive effect only if "it

woul d inpair rights a party possessed when he acted, increase a
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party's liability for past conduct, or inpose new duties with
respect to transactions already conpleted.” Id. at 280.

Def endants argue that, since plaintiff never had a "vested | egal
right" to market its tamoxifen product on a specific date,
Astra's award of pediatric exclusivity "has inpaired no right,
increased no liability, and inposed no new duty" on Barr Labs.

Defs." Mem Supp. Summ J. at 4.

I ntervenor AstaZeneca clains that plaintiff's retroactivity
argunent is "pure bootstrapping.” Int."s Mem Supp. Sunm J. at
15. Specifically, plaintiff's argunment presupposes that its 1987
approval was final and concludes, consequently, that the FDA
could not subject its ANDA to pediatric exclusivity. Astra
mai ntai ns that, because plaintiff's approval was never nore than
tentative, the Agency did not err in applying pediatric
exclusivity. Astra notes that the plaintiff recognized as nuch in
its May 2002 SEC 10-Q in which it referred to its ANDA as
"approved"” but noted that it had the right "to nanufacture the
10ng tablet followi ng the expiration of the patent and any period
of pediatric exclusivity awarded to AstraZeneca." Int.'s Mem

Supp. Summ J. at 15, citing AR at 0521.

Simlarly to defendants, Astra contends that, in order to be
considered retroactive, a statute nust "attach new | ega
consequences to events conpleted before its enactnent or take
away or impair vested rights acquired under existing |laws." Astra

cites the Adm nistrative Record to buttress its argunent that
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plaintiff never even perceived itself as having a "vested right"
to market tamoxifen. Astra quotes the following entry fromthe

record:

In the interim between the tine of the Agency finding of
safety and effectiveness and the tinme the approval becane
effective, the ANDA was subject to new patents |isted,
extensions of existing patents, changes in existing patent
certifications, changes in |abeling or formulati on nmade by
the innovator, and the applicant was responsible for
ensuring continued conpliance with . . . requirenments of
approval . "

Int. Mem Supp. Summ J. at 16-17, citing AR at 0003. Astra
argues that, in the face of so many contingencies, plaintiff
cannot seriously claimthat it had even a "unil ateral

expectation” of an August, 2002 approval.

As with the 1987 regulations, plaintiff's retroactivity
argunent involves a pure question of |aw Whet her the 1997
pedi atric exclusivity provision was inpermssibly retroactive
hi nges entirely upon whether plaintiff's 1987 approval was fi nal
or nerely tentative. As the latter is the case, and as
plaintiff's approval date was dependent on intervening events,
the 1997 | aw i nposed no new duties and inpaired no vested rights.
Pursuant to the discussion regarding Claiml, because plaintiff's
approval was tentative as a matter of |aw, and because plaintiff
enj oyed no | egal vested right in an August 2002 marketing date
for tamoxifen, the Court is not persuaded by plaintiff's

retroactivity argunent.
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C. daimlll.: Can the FDA's "Tentati ve Approval "Requl ati on

Lawfully Apply to Barr's ANDA?

Plaintiff's argument with respect to this claimraises no
new or unaddressed issues. Plaintiff states that the APA and
controlling case |law | eave no room for doubt concerning

retroactivity and cites the foll ow ng APA provision:

(T)he APA requires that legislative rules be given future
effect only. Because of this clear statutory comrand,

equi tabl e considerations are irrelevant to the determ nation
of whether the (agency's) rule may be applied retroactively;
such retroactive application is forecl osed by the express
terns of the APA

Georgetown Univ. Hosp. v. Bowen, 821 F.2d 750, 757 (D.C. Gr.
1987); see also Nat'l Mining Ass'n v. U.S. Dept. of Labor, 292
F.3d 849, 858 (D.C. Gr. 2002), cited in Pl.'s Mem Supp. Summ

J. at 26.

Plaintiff repeats the standards for determning
retroactivity and reiterates its opinion that subjecting its ANDA
to the pediatric exclusivity provisions would i npose upon it new
duties and inpair its existing rights. Once again, it states
that nothing in the Hatch-Wxman Anendnents "renotely suggests
t hat Congress authorized retroactive rul e-making, |et alone
establishes the 'express (grant of) congressional authority’

required to enact retroactive rules.” Nat'l Mining Ass'n v, U.S.

Dept. of Labor, 292 F.3d at 859; Bowen v. Georgetown Univ. Hosp.,

488 U.S. 204, 208; 109 S. C. 468, 471(1988).

In addition, plaintiff argues that nothing in the FDA's 1992
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regul ations "requires" the agency to apply its tentative approval
regul ation retroactively. To the contrary, the preanble
expressly states that the regulations did not becone "effective
[until] June 29, 1992," five years after the agency's approval of
plaintiff's ANDA. Plaintiff avers that "(h)aving adopted a
specific policy that its 1992 regul ati ons do not apply
retroactively, any attenpt by FDA to abandon that policy w thout
expl anation would constitute arbitrary and caprici ous agency

action.™ Pl."s Mem Supp. Summ J. at 29.

While they do not explicitly respond to Claimlll,
def endants' and intervenor's positions on the rel evant issues
have been previously articulated. Both the defendants and the
i ntervenor claimthat the 1992 regul ati ons were not retroactive
because they were consistent with prior agency practice. The
Court is persuaded by their argunents. Consistent with the
Court's prior holdings, the Agency's interpretation of the 1985

and 1992 regulations is entitled to Chevron deference.

D. daimlV: Does the FDCA | ndependently Prevent the FDA

fromAtering the Finally Approved Status of Barr's ANDA?

_ Plaintiff clains that any attenpt to withdraw its approval
and alter its right to conmence marketing on August 20, 2002
woul d be unl awful under the FDCA. It notes that, pursuant to the
FDCA, the FDA can only w thdraw approval of an ANDA for limted

reasons. These reasons include the follow ng:
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. clinical or other experience, tests, or other
scientific data showi ng the drug is unsafe;

. a lack of substantial evidence that the drug will have
the effect it purports or is represented to have;

. the patent information required by the Hatch-\Waxman
Amendrents was not filed within the specified ting;

. t he application contains any untrue statenent of a
mat eri al fact;

. failure to establish or maintain a systemfor
mai ntai ning required records in accordance with FDA
regul ati ons;

. evi dence that the nethods used in, or the facilities
and controls used for, the manufacture, processing, and
packi ng of the drug are inadequate to assure and
preserve its identity, strength, quality and purity; or

. evi dence that the drug's labeling is false or
m sl eadi ng.

See 21 U.S.C. 8§ 355(e). Furthernore, prior to w thdraw ng
approval, the FDA nust follow the procedures outlined in the
statute and provide the applicant with notice and an opportunity
to be heard. 1d. The FDA does not argue that withdrawing its 1987
grant of final approval to plaintiff's ANDA under 8355(e)is

ei ther necessary or appropriate. Nor has the Agency provided
plaintiff with a notice of withdrawal or a hearing. For these

"i ndependent" reasons, plaintiff naintains that the FDA cannot

lawfully withdraw its approval of its tamoxifen ANDA

Nei t her the defendants nor the intervenor respond explicitly
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to the argunents advanced under ClaimlV. Nevertheless, they
have made abundantly clear that they do not view plaintiff's ANDA
as having been withdrawn. Because the approval of plaintiff's
ANDA was a tentative approval, and subject to a del ayed effective
date, departures fromthe date listed in the original letter did

not warrant the approval's conplete wthdrawal .

Conclusion

For the foregoing reasons, the plaintiffs’ notion for
summary judgnent is DENIED and the defendants' and intervenor's
notions for summary judgnment are GRANTED. Precedent of | ong-
standing requires the Court to defer to an Agency's
interpretation of its organic statute. Having reviewed the FDA' s
actions in the present case, the Court is not persuaded that its
interpretation of "final approval"™ anounts to arbitrary,
capricious or otherw se unlawful action. Consistent with the
Agency's interpretation of the FDCA' s inplenmenting regul ations,
its application of the pediatric exclusivity provisions to

plaintiff is not inperm ssibly retroactive.
An appropriate Order acconpani es this Menorandum Opi ni on.

Signed: Emmet G. Sullivan
United States District Judge
December 18, 2002
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Andrew E. C ark, Esquire

O fice of Consuner Litigation
United States Departnent of Justice
P. O. Box 386

Washi ngt on, DC 20044

Gordon A. Coffee, Esquire
Wnston & Strawn

1400 L Street, N W

Washi ngt on, DC 20005

Kurt L. Schultz, Esquire
Christine J. Siwi k, Esquire
Emly C Singley, Esquire
Wnston & Strawn

35 West Wacker Drive

Chi cago, IL 60601

Mark Lynch, Esquire

Covi ngton & Burling

1201 Pennsyl vani a Avenue, N W
Washi ngton, D.C. 20004
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

)

BARR LABORATORI ES, | NC. , )
)

Plaintiff, )

)

% ) Cv. Action No. 02-1867 (EGS)

)

TOMWY G THOWPSON, et al., )
)

Def endant s. )

)

ORDER AND JUDGMENT

Pursuant to Fed. R Cv. P. 58 and for the reasons stated by
the Court in its Menorandum Opi ni on docketed this sane day, it is

by the Court hereby

ORDERED that plaintiff's notion for summary judgnment is

DENIED; and it is

FURTHER ORDERED t hat federal defendants' and intervenor's

cross-notions for summary judgnent are GRANTED; and it is

FURTHER ORDERED and ADJUDGED that the Clerk shall enter
final judgnent in favor of defendants and intervenor and agai nst
plaintiff, which judgnent shall declare that defendants did not

viol ate the Federal Food, Drug and Cosnetic Act ("FDCA") or act
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arbitrarily, capriciously and in a manner otherw se contrary to

| aw under the Adm nistrative Procedure Act ("APA").

Signed: Emmet G. Sullivan
United States District Judge
December 18, 2002
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Noti ce to:

Andrew E. O ark, Esquire

O fice of Consumer Litigation
United States Departnent of Justice
P. O. Box 386

Washi ngton, DC 20044

Gordon A. Coffee, Esquire
W nston & Strawn

1400 L Street, N W

Washi ngt on, DC 20005

Kurt L. Schultz, Esquire
Christine J. Siwk, Esquire
Emly C Singley, Esquire
W nston & Strawn

35 West Wacker Drive

Chi cago, IL 60601

Mark Lynch, Esquire

Covington & Burling

1201 Pennsyl vani a Avenue, N W
Washi ngton, D.C. 20004
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